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service, or product failure, to be haz-
ardous; 

(2) The products are produced in 
small quantities; 

(3) The products are used by trained 
individuals and are to be used by the 
same manufacturing corporation or for 
research, investigation, or training. 

(4) The products are custom designed 
and used by trained individuals knowl-
edgeable of the hazards; or 

(5) The products are produced in such 
a way that the requirements are inap-
propriate or unnecessary. 

(b) The Director may, subject to any 
conditions that the Director deems 
necessary to protect the public health, 
exempt manufacturers from all or part 
of the record and reporting require-
ments of this part on the basis of infor-
mation submitted in accordance with 
paragraph (a) of this section or such 
other information which the Director 
may possess if the Director determines 
that such exemption is in keeping with 
the purposes of the Act. 

(c) The Director will provide written 
notification of the reason for any de-
nial. If the exemption is granted, the 
Director will provide written notifica-
tion of: 

(1) The electronic product or prod-
ucts for which the exemption has been 
granted; 

(2) The requirements from which the 
product is exempted; and 

(3) Such conditions as are deemed 
necessary to protect the public health 
and safety. Copies of exemptions shall 
be available upon request from the 
Food and Drug Administration, Center 
for Devices and Radiological Health, 
Division of Mammography Quality and 
Radiation Programs, 10903 New Hamp-
shire Ave., Bldg. 66, rm. 4521, Silver 
Spring, MD 20993–0002. 

(d) The Director may, on the Direc-
tor’s own motion, exempt certain class-
es of products from the reporting re-
quirements listed in table 1 of § 1002.1, 
provided that the Director finds that 
such exemption is in keeping with the 
purposes of the act. 

(e) Manufacturers of products for 
which there is no applicable perform-
ance standard under parts 1020 through 
1050 of this chapter and for which an 
investigational device exemption has 
been approved under § 812.30 of this 

chapter or for which a premarket ap-
proval application has been approved in 
accordance with § 814.44(d) of this chap-
ter are exempt from submitting all re-
ports listed in table 1 of § 1002.1. 

[60 FR 48387, Sept. 19, 1995, as amended at 72 
FR 17401, Apr. 9, 2007; 75 FR 20916, Apr. 22, 
2010] 

§ 1002.51 Exemptions for manufactur-
ers of products intended for the 
U.S. Government. 

Upon application therefor by the 
manufacturer, the Director, Center for 
Devices and Radiological Health, may 
exempt from the provisions of this part 
a manufacturer of any electronic prod-
uct intended for use by departments or 
agencies of the United States provided 
such department or agency has pre-
scribed procurement specifications 
governing emissions of electronic prod-
uct radiation and provided further that 
such product is of a type used solely or 
predominantly by departments or 
agencies of the United States. 

[38 FR 28625, Oct. 15, 1973, as amended at 53 
FR 11254, Apr. 6, 1988] 
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